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CEN 1150015 900 Madison Avenue

Baltimore, Maryland 21201
Telephone: (416) 962-4040

June 27, 1997
WARNING I ETTER

CERTIFIED MAIT
RETIIRN RECEIDT REOIIESTED

Wiimington, Delaware 19891
Dear Mr. Dyer:

The Food and Drug Administration (FDA) conducted inspections of your BOC Gases. Inc..
Hopewell. Virginia and Richmond. Virginia facilities on May 30, 1997 and June 2 - 3. 1997,
respectively. During the inspections. it was determined that your Hopewell facility manufactures
bulk Carbon Dioxide that is distributed as "Carbon Dioxide U.S.P.." a medical gas, by vour
Richmond facility. We have determined that the Carbon Dioxide is intended tor human drug use

o he &
a:.d meets the definition of a drug under Section 201(g) of the Federal Food. Drug. and Cosmetic
Act (the Act). The article, Carbon Dioxide, is misbranded within the meaning of Section 502(0)
of the Act. in that it was manufactured at your Hopewell facility. an establishment not duly
eoairtotiamnsd srevidiie Quamtionm §1NY asmd £ S8 0hiis Aar asacd ol U D I _ PO | I} .
registerca unuer Section S1U(C) and (aj ot tne Act, and e articic nas not been listed as requirea
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oy Section 310()).

We acknowledge receipt of your letter dated June 16, 1997, in response to the FDA inspection
conducted at your Richmond facility. We have reviewed vour letter and do not agree with your
response to FDA 483 item 3b. The fact that your Richmond. Virginia tacility. or other tacility
receiving Carbon Dioxide intended for human drug use. tests the drug product to show it meets
U.S.P. requirements, does not exempt BOC Gases of its responsibility to register all drug
manutacturing facilities as required by Section 510 of the Act. and to list the article in
accordance with Section 510()) .
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Page 2

‘Ul
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intended for human drug use, BOC Uases Carbon Dioxide met the detinition ot'a drug under
Section 20i(g) of the Act. In addition, BOC Gases was advised that it is required to register its
Carbon Dioxide manufacturing/packing establishm:znts, list Carbon Dioxide as a drug product.
and comply with all other applicable requirements of the Act and its regulations. The FDA
turther advised BOC Gases that its Carbon Dioxide is not subject to the requirements of the Act.
only it the liquid Carbon Dioxide is labeled "For Industrial Use Only" and not sold to tirms tor
filling and distribution for medical uses. The most recent FDA letter. dated September 20, 1994,
intormed Mr. [tzkotT that because BOC Gases distributes Carbon Dioxide to tirms which
distribute the article for medical use. BOC must comply with the requirements ol the Act.
Currently FDA has not changed its position regarding vour requirement to register Carbon
Dioxide manufacturing facilities and list Carbon Dmmdc as a drug product, This is FDAs

tormal position
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. c.lLllll\ can not assure
that the industrial grade Carbon Dioxide it receives from your suppliers to manutacture a drug
for human use meets U.S.P. and/or your specitications upon receipt. Theretore. the article,
Carbon Dioxide U.S.P.. is adulterated within the meaning of Section 501 (a)(2)(B) ot the Act. in
that it is a drug, and the methods used in, or the facilities or controls used tor. its manutacture,
processing. packing, or holding do not conform to or are not operated or administered in
contormity with current GMPs to assure that such drug meets the requirements ot the Act as to
the satety and has the identity and strength, and meets the quality and purity characteristics.
which it purports or is represented to possess.
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By copy ot this letter, we are advising the Heaith Care Financing Administration (HCFA) that
our inspections revealed significant deviations from the Act. They may elect to deter or
@ discontinue payment for any health care product in violation of state or tederal law.
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You should take prompt action to correct these deviations. Failure to do so may result in
regulatory action without further notice. such as seizure and/or injunction.

You should notify this office in writing, within 15 working days of receipt of this letter. of
specific steps you have taken to correct the noted violations and to prevent their recurrence. [t
corrective action cannot be completed within 15 days. state the reason 1or the delay and the time
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Elaine KnowCles Cole
Director. Baltimore District
Enclosures
ce: Ms. Debbie Capuano
Manager, FDA Compliance
BOC Gases. Inc.
<7 N 'l\.ln"l;"\ 4\ L7av 1 Hay
72 VioURain Avenue
Al ican 11t NI, | I N7 1
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Virginia 3oard of Pharmacy
6606 West Broad Street
Richmond. VA 23230-1717



bec: El file, HFR-MA1, HFR-MA200, HFR-MA240 (Simmons), HFR-MA250
(Wiedman), HFA-224, HFC-210, HFI-35 (purged). HFC-240, HFD-300, HFR-
MA2545, HFR-MA295, HFR-MA150, HFR-MA350
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